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The amendment was ordered to be 

engrossed and the bill read the third 
time. 

The bill (H.R. 864), as amended, was 
read the third time and passed. 

f 

UNANIMOUS-CONSENT AGREEMENT 

Mr. FRIST. Mr. President, I ask 
unanimous consent the Homeland Se-
curity and Governmental Affairs Com-
mittee be discharged and the Senate 
proceed to the immediate en bloc con-
sideration of the following postal nam-
ing bills: 

S. 4050, H.R. 1472, H.R. 4246, H.R. 4720, 
H.R 5108, H.R. 5736, H.R. 5857, H.R. 5923, 
H.R. 5989, H.R. 5990, H.R. 6078, H.R. 6102, 
H.R. 6151. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

There being no objection, the Senate 
proceeded to consider the bills en bloc. 

f 

SERGEANT FIRST CLASS ROBERT 
LEE ‘‘BOBBY’’ HOLLAR, JR. POST 
OFFICE BUILDING 

The bill (S. 4050) to designate the fa-
cility of the United States Postal Serv-
ice located at 103 East Thompson 
Street in Thomaston, Georgia, as the 
‘‘Sergeant First Class Robert Lee 
‘Bobby’ Hollar, Jr. Post Office Build-
ing’’ was ordered to be engrossed for a 
third reading, was read the third time, 
and passed, as follows: 

S. 4050 

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in 
Congress assembled, 
SECTION 1. SERGEANT FIRST CLASS ROBERT LEE 

‘‘BOBBY’’ HOLLAR, JR. POST OFFICE 
BUILDING. 

(a) DESIGNATION.—The facility of the 
United States Postal Service located at 103 
East Thompson Street in Thomaston, Geor-
gia, shall be known and designated as the 
‘‘Sergeant First Class Robert Lee ‘Bobby’ 
Hollar, Jr. Post Office Building’’. 

(b) REFERENCES.—Any reference in a law, 
map, regulation, document, paper, or other 
record of the United States to the facility re-
ferred to in subsection (a) shall be deemed to 
be a reference to the ‘‘Sergeant First Class 
Robert Lee ‘Bobby’ Hollar, Jr. Post Office 
Building’’. 

f 

TITO PUENTE POST OFFICE 
BUILDING 

A bill (H.R. 1472) to designate the fa-
cility of the United States Postal Serv-
ice located at 167 East 124th Street in 
New York, New York, as the ‘‘Tito 
Puente Post Office Building’’ was con-
sidered, ordered to a third reading, 
read the third time, and passed. 

f 

DR. ROBERT E. PRICE POST 
OFFICE BUILDING 

A bill (H.R. 4246) to designate the fa-
cility of the United States Postal Serv-
ice located at 8135 Forest Lane in Dal-

las, Texas, as the ‘‘Dr. Robert E. Price 
Post Office Building’’ was considered, 
ordered to a third reading, read the 
third time, and passed. 

f 

BEVERLY J. WILSON POST OFFICE 
BUILDING 

A bill (H.R. 4720) to designate the fa-
cility of the United States Postal Serv-
ice located at 200 Gateway Drive in 
Lincoln, California, as the ‘‘Beverly J. 
Wilson Post Office Building’’ was con-
sidered, ordered to a third reading, 
read the third time, and passed. 

f 

LANCE CORPORAL ROBERT A. 
MARTINEZ POST OFFICE BUILDING 

A bill (H.R. 5108) to designate the fa-
cility of the United States Postal Serv-
ice located at 1213 East Houston Street 
in Cleveland, Texas, as the ‘‘Lance Cor-
poral Robert A. Martinez Post Office 
Building’’ was considered, ordered to a 
third reading, read the third time, and 
passed. 

f 

VINCENT J. WHIBBS, SR. POST 
OFFICE BUILDING 

A bill (H.R. 5736) to designate the fa-
cility of the United States Postal Serv-
ice located at 101 Palafox Place in Pen-
sacola, Florida, as the ‘‘Vincent J. 
Whibbs, Sr. Post Office Building’’ was 
considered, ordered to a third reading, 
read the third time, and passed. 

f 

MORRIS K. ‘‘MO’’ UDALL POST 
OFFICE BUILDING 

The bill (H.R. 5857) to designate the 
facility of the United States Postal 
Service located at 1501 South 
Cherrybell Avenue in Tucson, Arizona, 
as the ‘‘Morris K. ‘Mo’ Udall Post Of-
fice Building’’ was considered, ordered 
to a third reading, read the third time, 
and passed. 

f 

DR. LEONARD PRICE STAVISKY 
POST OFFICE BUILDING 

The bill (H.R. 5923) to designate the 
facility of the United States Postal 
Service located at 29–50 Union Street in 
Flushing, New York, as the ‘‘Dr. Leon-
ard Price Stavisky Post Office Build-
ing’’ was considered, ordered to a third 
reading, read the third time, and 
passed. 

f 

JOHN J. SINDE POST OFFICE 
BUILDING 

The bill (H.R. 5989) to designate the 
facility of the United States Postal 
Service located at 10240 Roosevelt Road 
in Westchester, Illinois, as the ‘‘John 
J. Sinde Post Office Building’’ was con-
sidered, ordered to a third reading, 
read the third time, and passed. 

WALLACE W. SYKES POST OFFICE 
BUILDING 

The bill (H.R. 5990) to designate the 
facility of the United States Postal 
Service located at 415 South 5th Ave-
nue in Maywood, Illinois, as the ‘‘Wal-
lace W. Sykes Post Office Building’’ 
was considered, ordered to a third read-
ing, read the third time, and passed. 

f 

CHUCK FORTENBERRY POST 
OFFICE BUILDING 

The bill (H.R. 6078) to designate the 
facility of the United States Postal 
Service located at 307 West Wheat 
Street in Woodville, Texas, as the 
‘‘Chuck Fortenberry Post Office Build-
ing’’ was considered, ordered to a third 
reading, read the third time, and 
passed. 

f 

CAPTAIN CHRISTOPHER PETTY 
POST OFFICE BUILDING 

The bill (H.R. 6102) to designate the 
facility of the United States Postal 
Service located at 200 Lawyers Road, 
NW in Vienna, Virginia, as the ‘‘Cap-
tain Christopher Petty Post Office 
Building’’ was considered, ordered to a 
third reading, read the third time, and 
passed. 

f 

HAMILTON H. JUDSON POST 
OFFICE BUILDING 

The bill (H.R. 6151) to designate the 
facility of the United States Postal 
Service located at 216 Oak Street in 
Farmington, Minnesota, as the ‘‘Ham-
ilton H. Judson Post Office Building’’ 
was considered, ordered to a third read-
ing, read the third time, and passed. 

f 

MEASURE DISCHARGED AND 
PLACED ON THE CALENDAR—S. 
3990 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the Homeland 
Security and Governmental Affairs 
Committee be discharged from further 
consideration of S. 3990 and the bill be 
placed on the Senate Calendar. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

f 

DIETARY SUPPLEMENT AND NON-
PRESCRIPTION DRUG CONSUMER 
PROTECTION ACT 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the Senate 
proceed to the immediate consider-
ation of Calendar No. 586, S. 3546. 

The PRESIDING OFFICER. The 
clerk will report the bill by title. 

The legislative clerk read as follows: 
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A bill (S. 3546) to amend the Federal Food, 

Drug, and Cosmetic Act with respect to seri-
ous adverse event reporting for dietary sup-
plements and nonprescription drugs, and for 
other purposes. 

There being no objection, the Senate 
proceeded to consider the bill which 
had been reported from the Committee 
on Health, Education, Labor, and Pen-
sions, with an amendment to strike all 
after the enacting clause and insert in 
lieu thereof the following: 
SECTION 1. SHORT TITLE. 

This Act may be cited as the ‘‘Dietary Supple-
ment and Nonprescription Drug Consumer Pro-
tection Act’’. 
SEC. 2. SERIOUS ADVERSE EVENT REPORTING 

FOR NONPRESCRIPTION DRUGS. 
(a) IN GENERAL.—Chapter VII of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 371 et 
seq.) is amended by adding at the end the fol-
lowing: 

‘‘Subchapter H—Serious Adverse Event 
Reports 

‘‘SEC. 760. SERIOUS ADVERSE EVENT REPORTING 
FOR NONPRESCRIPTION DRUGS. 

‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) ADVERSE EVENT.—The term ‘adverse 

event’ means any health-related event associ-
ated with the use of a nonprescription drug that 
is adverse, including— 

‘‘(A) an event occurring from an overdose of 
the drug, whether accidental or intentional; 

‘‘(B) an event occurring from abuse of the 
drug; 

‘‘(C) an event occurring from withdrawal from 
the drug; and 

‘‘(D) any failure of expected pharmacological 
action of the drug. 

‘‘(2) NONPRESCRIPTION DRUG.—The term ‘non-
prescription drug’ means a drug that is— 

‘‘(A) not subject to section 503(b); and 
‘‘(B) not subject to approval in an application 

submitted under section 505. 
‘‘(3) SERIOUS ADVERSE EVENT.—The term ‘seri-

ous adverse event’ is an adverse event that— 
‘‘(A) results in— 
‘‘(i) death; 
‘‘(ii) a life-threatening experience; 
‘‘(iii) inpatient hospitalization; 
‘‘(iv) a persistent or significant disability or 

incapacity; or 
‘‘(v) a congenital anomaly or birth defect; or 
‘‘(B) requires, based on reasonable medical 

judgment, a medical or surgical intervention to 
prevent an outcome described under subpara-
graph (A). 

‘‘(4) SERIOUS ADVERSE EVENT REPORT.—The 
term ‘serious adverse event report’ means a re-
port that is required to be submitted to the Sec-
retary under subsection (b). 

‘‘(b) REPORTING REQUIREMENT.—The manu-
facturer, packer, or distributor whose name 
(pursuant to section 502(b)(1)) appears on the 
label of a nonprescription drug marketed in the 
United States (referred to in this section as the 
‘responsible person’) shall submit to the Sec-
retary any report received of a serious adverse 
event associated with such drug when used in 
the United States, accompanied by a copy of the 
label on or within the retail package of such 
drug. 

‘‘(c) SUBMISSION OF REPORTS.— 
‘‘(1) TIMING OF REPORTS.—The responsible 

person shall submit to the Secretary a serious 
adverse event report no later than 15 business 
days after the report is received through the ad-
dress or phone number described in section 
502(x). 

‘‘(2) NEW MEDICAL INFORMATION.—The re-
sponsible person shall submit to the Secretary 
any new medical information, related to a sub-
mitted serious adverse event report that is re-
ceived by the responsible person within 1 year of 
the initial report, no later than 15 business days 

after the new information is received by the re-
sponsible person. 

‘‘(3) CONSOLIDATION OF REPORTS.—The Sec-
retary shall develop systems to ensure that du-
plicate reports of, and new medical information 
related to, a serious adverse event shall be con-
solidated into a single report. 

‘‘(4) EXEMPTION.—The Secretary, after pro-
viding notice and an opportunity for comment 
from interested parties, may establish an exemp-
tion to the requirements under paragraphs (1) 
and (2) if the Secretary determines that such ex-
emption would have no adverse effect on public 
health. 

‘‘(d) CONTENTS OF REPORTS.—Each serious 
adverse event report under this section shall be 
submitted to the Secretary using the MedWatch 
form, which may be modified by the Secretary 
for nonprescription drugs, and may be accom-
panied by additional information. 

‘‘(e) MAINTENANCE AND INSPECTION OF 
RECORDS.— 

‘‘(1) MAINTENANCE.—The responsible person 
shall maintain records related to each report of 
an adverse event received by the responsible per-
son for a period of 6 years. 

‘‘(2) RECORDS INSPECTION.— 
‘‘(A) IN GENERAL.—The responsible person 

shall permit an authorized person to have access 
to records required to be maintained under this 
section, during an inspection pursuant to sec-
tion 704. 

‘‘(B) AUTHORIZED PERSON.—For purposes of 
this paragraph, the term ‘authorized person’ 
means an officer or employee of the Department 
of Health and Human Services who has— 

‘‘(i) appropriate credentials, as determined by 
the Secretary; and 

‘‘(ii) been duly designated by the Secretary to 
have access to the records required under this 
section. 

‘‘(f) PROTECTED INFORMATION.—A serious ad-
verse event report submitted to the Secretary 
under this section, including any new medical 
information submitted under subsection (c)(2), 
or an adverse event report voluntarily submitted 
to the Secretary shall be considered to be— 

‘‘(1) a safety report under section 756 and may 
be accompanied by a statement, which shall be 
a part of any report that is released for public 
disclosure, that denies that the report or the 
records constitute an admission that the product 
involved caused or contributed to the adverse 
event; and 

‘‘(2) a record about an individual under sec-
tion 552a of title 5, United States Code (com-
monly referred to as the ‘Privacy Act of 1974’) 
and a medical or similar file the disclosure of 
which would constitute a violation of section 
552 of such title 5 (commonly referred to as the 
‘Freedom of Information Act’), and shall not be 
publicly disclosed unless all personally identifi-
able information is redacted. 

‘‘(g) RULE OF CONSTRUCTION.—The submission 
of any adverse event report in compliance with 
this section shall not be construed as an admis-
sion that the nonprescription drug involved 
caused or contributed to the adverse event. 

‘‘(h) PREEMPTION.— 
‘‘(1) IN GENERAL.—No State or local govern-

ment shall establish or continue in effect any 
law, regulation, order, or other requirement, re-
lated to a mandatory system for adverse event 
reports for nonprescription drugs, that is dif-
ferent from, in addition to, or otherwise not 
identical to, this section. 

‘‘(2) EFFECT OF SECTION.— 
‘‘(A) IN GENERAL.—Nothing in this section 

shall affect the authority of the Secretary to 
provide adverse event reports and information to 
any health, food, or drug officer or employee of 
any State, territory, or political subdivision of a 
State or territory, under a memorandum of un-
derstanding between the Secretary and such 
State, territory, or political subdivision. 

‘‘(B) PERSONALLY-IDENTIFIABLE INFORMA-
TION.—Notwithstanding any other provision of 
law, personally-identifiable information in ad-

verse event reports provided by the Secretary to 
any health, food, or drug officer or employee of 
any State, territory, or political subdivision of a 
State or territory, shall not— 

‘‘(i) be made publicly available pursuant to 
any State or other law requiring disclosure of 
information or records; or 

‘‘(ii) otherwise be disclosed or distributed to 
any party without the written consent of the 
Secretary and the person submitting such infor-
mation to the Secretary. 

‘‘(C) USE OF SAFETY REPORTS.—Nothing in 
this section shall permit a State, territory, or po-
litical subdivision of a State or territory, to use 
any safety report received from the Secretary in 
a manner inconsistent with subsection (g) or 
section 756. 

‘‘(i) AUTHORIZATION OF APPROPRIATIONS.— 
There are authorized to be appropriated to carry 
out this section such sums as may be nec-
essary.’’. 

(b) MODIFICATIONS.—The Secretary of Health 
and Human Services may modify requirements 
under the amendments made by this section in 
accordance with section 553 of title 5, United 
States Code, to maintain consistency with inter-
national harmonization efforts over time. 

(c) PROHIBITED ACT.—Section 301(e) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 331(e)) is amended by— 

(1) striking ‘‘, or 704(a);’’ and inserting ‘‘, 
704(a), or 760;’’; and 

(2) striking ‘‘, or 564’’ and inserting ‘‘, 564, or 
760’’. 

(d) MISBRANDING.—Section 502 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 352) is 
amended by adding at the end the following: 

‘‘(x) If it is a nonprescription drug (as defined 
in section 760) that is marketed in the United 
States, unless the label of such drug includes an 
address or phone number through which the re-
sponsible person (as described in section 760) 
may receive a report of a serious adverse event 
(as defined in section 760) with such drug.’’. 

(e) EFFECTIVE DATES.— 
(1) IN GENERAL.—Except as provided in para-

graph (2), the amendments made by this section 
shall take effect 1 year after the date of enact-
ment of this Act. 

(2) MISBRANDING.—Section 502(x) of the Fed-
eral Food, Drug, and Cosmetic Act (as added by 
this section) shall apply to any nonprescription 
drug (as defined in such section 502(x)) labeled 
on or after the date that is 1 year after the date 
of enactment of this Act. 

(3) GUIDANCE.—Not later than 270 days after 
the date of enactment of this Act, the Secretary 
of Health and Human Services shall issue guid-
ance on the minimum data elements that should 
be included in a serious adverse event report de-
scribed under the amendments made by this Act. 
SEC. 3. SERIOUS ADVERSE EVENT REPORTING 

FOR DIETARY SUPPLEMENTS. 
(a) IN GENERAL.—Chapter VII of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 371 et 
seq.) is amended by adding at the end the fol-
lowing: 
‘‘SEC. 761. SERIOUS ADVERSE EVENT REPORTING 

FOR DIETARY SUPPLEMENTS. 
‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) ADVERSE EVENT.—The term ‘adverse 

event’ means any health-related event associ-
ated with the use of a dietary supplement that 
is adverse. 

‘‘(2) SERIOUS ADVERSE EVENT.—The term ‘seri-
ous adverse event’ is an adverse event that— 

‘‘(A) results in— 
‘‘(i) death; 
‘‘(ii) a life-threatening experience; 
‘‘(iii) inpatient hospitalization; 
‘‘(iv) a persistent or significant disability or 

incapacity; or 
‘‘(v) a congenital anomaly or birth defect; or 
‘‘(B) requires, based on reasonable medical 

judgment, a medical or surgical intervention to 
prevent an outcome described under subpara-
graph (A). 
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‘‘(3) SERIOUS ADVERSE EVENT REPORT.—The 

term ‘serious adverse event report’ means a re-
port that is required to be submitted to the Sec-
retary under subsection (b). 

‘‘(b) REPORTING REQUIREMENT.— 
‘‘(1) IN GENERAL.—The manufacturer, packer, 

or distributor of a dietary supplement whose 
name (pursuant to section 403(e)(1)) appears on 
the label of a dietary supplement marketed in 
the United States (referred to in this section as 
the ‘responsible person’) shall submit to the Sec-
retary any report received of a serious adverse 
event associated with such dietary supplement 
when used in the United States, accompanied by 
a copy of the label on or within the retail pack-
aging of such dietary supplement. 

‘‘(2) RETAILER.—A retailer whose name ap-
pears on the label described in paragraph (1) as 
a distributor may, by agreement, authorize the 
manufacturer or packer of the dietary supple-
ment to submit the required reports for such die-
tary supplements to the Secretary so long as the 
retailer directs to the manufacturer or packer all 
adverse events associated with such dietary sup-
plement that are reported to the retailer through 
the address or telephone number described in 
section 403(y). 

‘‘(c) SUBMISSION OF REPORTS.— 
‘‘(1) TIMING OF REPORTS.—The responsible 

person shall submit to the Secretary a serious 
adverse event report no later than 15 business 
days after the report is received through the ad-
dress or phone number described in section 
403(y). 

‘‘(2) NEW MEDICAL INFORMATION.—The re-
sponsible person shall submit to the Secretary 
any new medical information, related to a sub-
mitted serious adverse event report that is re-
ceived by the responsible person within 1 year of 
the initial report, no later than 15 business days 
after the new information is received by the re-
sponsible person. 

‘‘(3) CONSOLIDATION OF REPORTS.—The Sec-
retary shall develop systems to ensure that du-
plicate reports of, and new medical information 
related to, a serious adverse event shall be con-
solidated into a single report. 

‘‘(4) EXEMPTION.—The Secretary, after pro-
viding notice and an opportunity for comment 
from interested parties, may establish an exemp-
tion to the requirements under paragraphs (1) 
and (2) if the Secretary determines that such ex-
emption would have no adverse effect on public 
health. 

‘‘(d) CONTENTS OF REPORTS.—Each serious 
adverse event report under this section shall be 
submitted to the Secretary using the MedWatch 
form, which may be modified by the Secretary 
for dietary supplements, and may be accom-
panied by additional information. 

‘‘(e) MAINTENANCE AND INSPECTION OF 
RECORDS.— 

‘‘(1) MAINTENANCE.—The responsible person 
shall maintain records related to each report of 
an adverse event received by the responsible per-
son for a period of 6 years. 

‘‘(2) RECORDS INSPECTION.— 
‘‘(A) IN GENERAL.—The responsible person 

shall permit an authorized person to have access 
to records required to be maintained under this 
section during an inspection pursuant to section 
704. 

‘‘(B) AUTHORIZED PERSON.—For purposes of 
this paragraph, the term ‘authorized person’ 
means an officer or employee of the Department 
of Health and Human Services, who has— 

‘‘(i) appropriate credentials, as determined by 
the Secretary; and 

‘‘(ii) been duly designated by the Secretary to 
have access to the records required under this 
section. 

‘‘(f) PROTECTED INFORMATION.—A serious ad-
verse event report submitted to the Secretary 
under this section, including any new medical 
information submitted under subsection (c)(2), 
or an adverse event report voluntarily submitted 
to the Secretary shall be considered to be— 

‘‘(1) a safety report under section 756 and may 
be accompanied by a statement, which shall be 

a part of any report that is released for public 
disclosure, that denies that the report or the 
records constitute an admission that the product 
involved caused or contributed to the adverse 
event; and 

‘‘(2) a record about an individual under sec-
tion 552a of title 5, United States Code (com-
monly referred to as the ‘Privacy Act of 1974’) 
and a medical or similar file the disclosure of 
which would constitute a violation of section 
552 of such title 5 (commonly referred to as the 
‘Freedom of Information Act’), and shall not be 
publicly disclosed unless all personally identifi-
able information is redacted. 

‘‘(g) RULE OF CONSTRUCTION.—The submission 
of any adverse event report in compliance with 
this section shall not be construed as an admis-
sion that the dietary supplement involved 
caused or contributed to the adverse event. 

‘‘(h) PREEMPTION.— 
‘‘(1) IN GENERAL.—No State or local govern-

ment shall establish or continue in effect any 
law, regulation, order, or other requirement, re-
lated to a mandatory system for adverse event 
reports for dietary supplements, that is different 
from, in addition to, or otherwise not identical 
to, this section. 

‘‘(2) EFFECT OF SECTION.— 
‘‘(A) IN GENERAL.—Nothing in this section 

shall affect the authority of the Secretary to 
provide adverse event reports and information to 
any health, food, or drug officer or employee of 
any State, territory, or political subdivision of a 
State or territory, under a memorandum of un-
derstanding between the Secretary and such 
State, territory, or political subdivision. 

‘‘(B) PERSONALLY-IDENTIFIABLE INFORMA-
TION.—Notwithstanding any other provision of 
law, personally-identifiable information in ad-
verse event reports provided by the Secretary to 
any health, food, or drug officer or employee of 
any State, territory, or political subdivision of a 
State or territory, shall not— 

‘‘(i) be made publicly available pursuant to 
any State or other law requiring disclosure of 
information or records; or 

‘‘(ii) otherwise be disclosed or distributed to 
any party without the written consent of the 
Secretary and the person submitting such infor-
mation to the Secretary. 

‘‘(C) USE OF SAFETY REPORTS.—Nothing in 
this section shall permit a State, territory, or po-
litical subdivision of a State or territory, to use 
any safety report received from the Secretary in 
a manner inconsistent with subsection (g) or 
section 756. 

‘‘(i) AUTHORIZATION OF APPROPRIATIONS.— 
There are authorized to be appropriated to carry 
out this section such sums as may be nec-
essary.’’. 

(b) PROHIBITED ACT.—Section 301(e) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 331(e)) is amended by— 

(1) striking ‘‘, or 760;’’ and inserting ‘‘, 760, or 
761;’’; and 

(2) striking ‘‘, or 760’’ and inserting ‘‘, 760, or 
761’’. 

(c) MISBRANDING.—Section 403 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 343) is 
amended by adding at the end the following: 

‘‘(y) If it is a dietary supplement that is mar-
keted in the United States, unless the label of 
such dietary supplement includes an address or 
phone number through which the responsible 
person (as described in section 761) may receive 
a report of a serious adverse event with such di-
etary supplement.’’. 

(d) EFFECTIVE DATE.— 
(1) IN GENERAL.—Except as provided in para-

graph (2), the amendments made by this section 
shall take effect 1 year after the date of enact-
ment of this Act. 

(2) MISBRANDING.—Section 403(y) of the Fed-
eral Food, Drug, and Cosmetic Act (as added by 
this section) shall apply to any dietary supple-
ment labeled on or after the date that is 1 year 
after the date of enactment of this Act. 

(3) GUIDANCE.—Not later than 270 days after 
the date of enactment of this Act, the Secretary 

of Health and Human Services shall issue guid-
ance on the minimum data elements that should 
be included in a serious adverse event report as 
described under the amendments made by this 
Act. 
SEC. 4. PROHIBITION OF FALSIFICATION OF RE-

PORTS. 
(a) IN GENERAL.—Section 301 of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 331) is 
amended by adding at the end the following: 

‘‘(ii) The falsification of a report of a serious 
adverse event submitted to a responsible person 
(as defined under section 760 or 761) or the fal-
sification of a serious adverse event report (as 
defined under section 760 or 761) submitted to 
the Secretary.’’. 

(b) EFFECTIVE DATE.—The amendment made 
by this section shall take effect 1 year after the 
date of enactment of this Act. 
SEC. 5. IMPORTATION OF CERTAIN NON-

PRESCRIPTION DRUGS AND DIETARY 
SUPPLEMENTS. 

(a) IN GENERAL.—Section 801 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 381) is 
amended— 

(1) in subsection (a), by inserting after the 
third sentence the following: ‘‘If such article is 
subject to a requirement under section 760 or 761 
and if the Secretary has credible evidence or in-
formation indicating that the responsible person 
(as defined in such section 760 or 761) has not 
complied with a requirement of such section 760 
or 761 with respect to any such article, or has 
not allowed access to records described in such 
section 760 or 761, then such article shall be re-
fused admission, except as provided in sub-
section (b) of this section.’’; and 

(2) in the second sentence of subsection (b)— 
(A) by inserting ‘‘(1)’’ before ‘‘an article in-

cluded’’; 
(B) by inserting before ‘‘final determination’’ 

the following: ‘‘or (2) with respect to an article 
included within the provision of the fourth sen-
tence of subsection (a), the responsible person 
(as defined in section 760 or 761) can take action 
that would assure that the responsible person is 
in compliance with section 760 or 761, as the 
case may be,’’; and 

(C) by inserting ‘‘, or, with respect to clause 
(2), the responsible person,’’ before ‘‘to per-
form’’. 

(b) EFFECTIVE DATE.—The amendments made 
by this section shall take effect 1 year after the 
date of enactment of this Act. 

Mr. HATCH. Mr. President, the Die-
tary Supplement and Nonprescription 
Drug Consumer Protection Act rep-
resents a too-rare-but-productive alli-
ance between Democrats and Repub-
licans and between consumer groups 
and FDA-regulated products manufac-
turers. This is a significant consumer 
protection measure. On behalf of my 
cosponsors, Senators DURBIN, HARKIN, 
ENZI, KENNEDY, and CORNYN, I want to 
express our enthusiasm that the bill 
will be approved by the Senate tonight. 

Senator DURBIN, Senator HARKIN, and 
I have been working on this legislation 
for more than 2 years. Our effort has 
been enhanced by the expertise of 
Chairman ENZI and Senator KENNEDY. 
More recently, we were pleased that 
Senator CORNYN joined our ranks. I 
must also pay great tribute to our lead 
House sponsor, Representative CHRIS 
CANNON. 

We have consulted broadly with all 
who have an interest in this issue—die-
tary supplement and nonprescription 
drug manufacturers, consumer and 
public health groups, retailers, whole-
salers, and, of course, their lawyers! . 

VerDate Aug 31 2005 01:09 Dec 08, 2006 Jkt 059060 PO 00000 Frm 00004 Fmt 4624 Sfmt 0634 E:\CR\FM\A06DE6.067 S06DEPT2cc
ol

em
an

 o
n 

P
R

O
D

1P
C

68
 w

ith
 S

E
N

A
T

E



CONGRESSIONAL RECORD — SENATE S11379 December 6, 2006 
We have had meeting after meeting 

with the Food and Drug Administra-
tion. 

Wherever possible, we have incor-
porated provisions to address their con-
cerns. 

The result—some 24 months and 21 
drafts later—is the bill we consider to-
night. 

Some of my colleagues may ask, 
‘‘Why is this bill necessary?’’ Let me 
answer that question. 

Over half our population regularly 
uses dietary supplements. In fact, one 
government survey in 2004 indicated 
that nearly 60 percent of Americans 
regularly use dietary supplements to 
maintain or improve their healthy life-
styles. 

Millions more use nonprescription or 
over-the-counter drugs, such as aspirin 
or cold tablets. 

Although the FDA has a voluntary 
system to receive reports of problems 
with dietary supplements, and a man-
datory system that covers some OTC 
drugs, there is no requirement for man-
datory reporting for all of these prod-
ucts, as there is for prescription drugs 
and medical devices. 

I happen to believe supplements are 
vastly more safe than prescription 
drugs. Indeed, the law which sets out 
the regulatory framework for supple-
ments—the Dietary Supplement Health 
and Education Act, DSHEA, which 
Senator HARKIN and I authored with 
then-Representative Bill Richardson, 
explicitly treats most supplement 
products as foods. So, I in no way am 
suggesting that supplement products 
should be treated the same as prescrip-
tion medications. 

When we enacted DSHEA, we sepa-
rated supplements into two cat-
egories—those that were on the market 
in the United States at the time of en-
actment, and those which would be 
marketed in the future—new dietary 
ingredients’’. The presumption of 
DSHEA, which by and large has worked 
welt, is that products already on the 
market were being used safely. Some of 
these products, in fact, have been used 
safely for decades, if not millennia. 

Those ‘‘grandfathered’’ products are 
not subject to any kind of premarket 
clearance by the FDA. 

And for good reason. 
The cost and time alone required to 

see a product through FDA approval 
would sound the death knell for this in-
dustry. Most supplement products can-
not be patented, and there is no incen-
tive for a manufacturer to put its prod-
uct through this costly and onerous 
process when any other manufacturer 
could benefit equally from the fruits of 
the research and investment. 

Finally, we also authorized the FDA 
to establish good manufacturing prac-
tice standards, GMPs, for supplements. 
Unfortunately, some 12 years later, 
those GMPs are still in the develop-
ment stage, even though they were 
first finalized by the Clinton adminis-
tration. 

Senator HARKIN and I have spent sev-
eral years trying to free them up, but 
that is a story for another time. 

So, in essence, grandfathered prod-
ucts are assumed to be safe. But, in 
case some may not be, we inserted in 
the law a strong safety provision and 
we also added an ‘‘imminent hazard’’ 
authority so that FDA can imme-
diately remove from marketing a prod-
uct it suspects to be unsafe, no ques-
tions asked. 

In 1994, we had no way of knowing 
what products would be marketed in 
the future. But to allay any concerns 
about the safety of new products, we 
required all manufacturers to submit 
information about new ingredients to 
the FDA before they are marketed. 
This NDI provision has by and large 
has worked well. It does allow the FDA 
premarket review for new products. 

The reason I mention this is to ex-
plain the regulatory framework we set 
up in 1994 to help assure supplements 
are manufactured and marketed safely. 
We provided the FDA with an arsenal 
of tools to enforce the law. Some they 
have used, others not. 

Since that time, the industry has 
grown. By some estimates, it is a $20 
billion industry today. 

Critics of the industry have decried 
this growth as a negative development, 
and they have repeatedly said that the 
industry is ‘‘unregulated.’’ Every time 
I read that in the paper, or see it on 
TV, I cringe. And I know Senator HAR-
KIN does as well. For it is simply wrong 
to suggest the industry is unregulated. 

Indeed, under DSHEA, we set out a 
legal definition of what could be mar-
keted as a dietary supplement. We set 
out a safety standard that products 
must have to meet. We allowed the 
FDA to develop good manufacturing 
process standards for supplements, and 
we have repeatedly asked the agency to 
issue those standards so they can be 
applied to products as they are being 
manufactured. We clarified what types 
of claims could be made about the 
products and what could not. We said 
these statements must be truthful and 
not misleading. 

All of these requirements are set out 
in the law and are to be administered 
by the regulatory agency, the FDA. 

And while the great, great majority 
of supplement products are used safely, 
there have been problems with some 
products. Some of these problems re-
late to manufacturing. Some relate to 
labeling. 

Critics of supplements attribute any 
problem which might crop up to the 
fact that the industry is ‘‘unregu-
lated.’’ 

As I have proven, the industry is in-
deed regulated. It is just not regulated 
in the same fashion as drugs or devices. 
And it is worth highlighting that this 
is an industry largely comprised of 
men and women of good will, who want 
to provide the public with health en-
hancing products. 

Let me hasten to add that we all rec-
ognize there are bad actors in the sup-
plement industry, those who break the 
law and mislead consumers. They 
should be subject of swift and sure pun-

ishment by the FDA and the Federal 
Trade Commission, FTC. Their prod-
ucts should be removed from the mar-
ketplace and the full weight of the law 
should be brought down on these bad 
actors. 

It is no secret that the FDA is a woe-
fully underfunded agency, which will 
be the first to admit that its oversight 
of the dietary supplement industry is 
hampered by a lack of resources. For 
several years, Senator HARKIN and I 
have worked to rectify that short-com-
ing, and we are gratified that our Utah 
colleague, Senator BENNETT, chairman 
of the Agriculture Appropriations Sub-
committee, has joined hands with us to 
infuse some badly needed resources 
into the FDA. 

For those who are new to this body, 
let me mention that in 1994, the Senate 
agreed not once, but twice, to approve 
DSHEA by unanimous consent. The 
House also passed this bill by UC. It 
was not controversial. 

Members recognized then, as they 
should now, that supplements are 
largely safe. But just to make doubly 
sure there was adequate regulation, we 
provided the FDA with an arsenal of 
tools to take action against problem-
atic products. 

Then comes ephedra. 
I do not think it is a constructive ex-

ercise to rehash the history of ephedra. 
There were mistakes and problems all 
around in how this product’s safety was 
evaluated and addressed. 

But something did stand out: one 
company had literally hundreds, if not 
thousands, of reports about products 
with this product, none of which were 
revealed to Federal authorities. 

There is no question in my mind that 
the too-long safety evaluation of 
ephedra would have been shortened 
considerably had we known earlier 
about these reports. 

Two years ago, I began discussing 
with those who are interested in die-
tary supplement regulation whether it 
would be wise to implement a system 
of mandatory adverse event reporting, 
AER, for those products. 

While I am reluctant to argue for 
greater government regulation, in this 
case it seemed to me a good case could 
be made that an AER system for sup-
plements could complement the work 
we achieved with DSHEA and improve 
the government’s ability to address the 
relatively few problems which arose. 

Senator DURBIN and Senator HARKIN 
were also having similar thoughts. 

We joined forces and after much 
study, discussion and negotiation, pro-
duced S. 3546. 

It may be surprising to many of our 
colleagues that Senators HATCH, DUR-
BIN, HARKIN, ENZI and KENNEDY stand 
together on this legislation—we come 
from very different perspectives on die-
tary supplement regulation. 

And while we are each very pas-
sionate about our views, we are united 
in a common goal: improving the pub-
lic health. 

The premise for this bill is simple: 
mandating a system to provide the 
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government with information about se-
rious adverse events associated with 
the use of two types of FDA-regulated 
products—dietary supplements and 
over-the-counter drugs—provides Fed-
eral authorities with a better tool to 
respond to any problems which might 
occur. This is an important public 
health initiative, which at the same 
time safeguards access to dietary sup-
plements and over-the-counter drugs. 

There is currently a voluntary re-
porting system for supplements and 
some OTC drugs our bill would replace 
that with a mandatory system. 

Senator HARKIN and I have a long-
standing interest in regulation of these 
products; stemming back to our work 
on DSHEA. 

Senator DURBIN, as the former chair 
of the House Agriculture Appropria-
tions Subcommittee, is one of the most 
knowledgeable senators in this body 
when it comes to FDA matters. 

Our collaboration on this legislation, 
along with the distinguished chairman 
and ranking minority member of the 
committee of jurisdiction, the Health, 
Education, Labor and Pensions Com-
mittee, both of whom were integral to 
this process, has produced a bill which 
strikes the right balance between nec-
essary regulation and over-regulation. 

This is how the new system will 
work: 

Manufacturers, packers or distribu-
tors of OTC drugs or dietary supple-
ments marketed in the United States 
must provide to the FDA within 15 
business days any reports of a serious 
adverse event associated with their 
products. Accompanying that report 
must be a copy of the label on or with-
in the retail packaging of the supple-
ment. 

The definition of serious event is pro-
scribed within the legislation. It is ei-
ther an event that results in a death, 
life-threatening experience, inpatient 
hospitalization, persistent or signifi-
cant disability or incapacity, or con-
genital anomaly or birth defect... or it 
is an event that requires based on rea-
sonable medical judgment a medical or 
surgical intervention to prevent one of 
the outcomes I have just listed. 

The bill requires that those reporting 
must, for one year, provide any new 
medical information related to the se-
rious adverse event report. Again, that 
information must be submitted within 
15 days. 

In addition, manufacturers, packers 
and distributors must keep for 6 years 
records of any adverse event associated 
with the product, even though there is 
no reporting requirement unless the 
event meets the definition of serious. 

For over-the-counter drugs, the defi-
nition of ‘‘adverse event’’ is a health- 
related event associated with the use of 
a nonprescription drug that is adverse, 
including: an event occurring from an 
overdose, whether accidental or inten-
tional; an event occurring from abuse 
of the drug, or withdrawal from the 
drug; or any failure of pharmacological 
action. 

For dietary supplements, an ‘‘adverse 
event’’ means any health-related event 
associated with the use of a dietary 
supplement that is adverse. 

The reports will be submitted on the 
current MedWatch form, unless the 
Secretary of Health and Human Serv-
ices chooses to modify that form at 
some point. 

The bill makes clear that State 
health officials may have access to the 
adverse event reports, but that the 
Federal reporting system would super-
sede any state reporting laws. 

As we met to develop this legislation, 
one thing we struggled with was the 
need to encourage responsible report-
ing in a way that manufacturers could 
implement. Some manufacturers indi-
cated to us, for example, that they 
were not medical experts and could not 
determine in every case if a reporter’s 
problem met the definition of ‘‘seri-
ous’’ contained in the bill. 

To address this, we allow manufac-
turers to contract with third parties to 
handle the collection of reports. The 
manufacturers, of course, would still be 
ultimately responsible for reporting. 

Another concern was making certain 
we appropriately defined the role of re-
tailers, who are selling a range of prod-
ucts, some supplements, some OTCs, 
some not. We determined that retailers 
would not be considered reporting par-
ties. If, however, a retailer contracts 
with manufacturers to distribute ‘‘pri-
vate label’’ products, they may author-
ize the manufacturer or packer to sub-
mit reports, as long as the retailer di-
rectors to the manufacturer all reports 
it receives. 

We also wanted to allow the FDA the 
flexibility to manage this program. At 
its request, we made the program self- 
implementing. We also included a pro-
vision to allow the Secretary, after no-
tice and comment from interested par-
ties, to establish an exemption to the 
reporting requirements if there would 
be no adverse effect on public health. 

Finally, there are provisions in the 
bill to impose penalties for not report-
ing, not providing on the product label 
an address or phone number for report-
ing, and for providing a false report. 

The law will go into effect one year 
after the date of enactment. 

Before I close, I want to address some 
of the concerns that representatives of 
the dietary supplement industry have 
voiced with this legislation. 

First, some have suggested there is 
no need for this legislation from a pub-
lic policy or a consumer safety perspec-
tive. I disagree. 

Many have unfairly criticized the in-
dustry over media reports that supple-
ments are unsafe because there is no 
pre-market approval. While I can never 
support any system that requires pre-
market approval for supplements, I 
have become convinced that having a 
system in place to identify problems 
quickly can only enhance the authori-
ties we gave the FDA with DSHEA. 

It is also good policy. As the industry 
matures, we need to separate out the 

good actors from the bad. This is one 
way to show that this industry is a re-
spectable, mainstream industry. Other 
major industries, e.g. pharmaceuticals, 
devices, are subject to mandatory AER 
reporting. Supplements are only han-
dled through the voluntary reporting 
system. 

And, I disagree with you those who 
avow there is no consumer safety ben-
efit. Let’s take an easy case—where 
there is a bad batch of a product. Ena-
bling the FDA to know quickly there is 
a problem can help industry and the 
public. 

Other critics note that the FDA fails 
to pursue egregious violations of 
DSHEA. They question why this pro-
gram will help. As I discussed earlier, 
Senator Harkin and I have been work-
ing to increase FDA’s funding for re-
sponsible enforcement of DSHEA. I 
have also discussed this with the Com-
missioner-nominee, Dr. Andrew von 
Eschenbach, whom I expect we will 
confirm tomorrow. 

I listened carefully to one of my con-
stituents who opposes this effort. He 
suggested that the FDA’s voluntary 
system, the CAERS system, should be 
able to handle any reports of problems. 
Public health experts will agree that a 
voluntary system is not as good a sen-
tinel as a mandatory system. In addi-
tion, those who report under the vol-
untary system are more likely to be 
physicians. Encouraging consumers to 
report to manufacturers through a 
phone number or address on the prod-
uct’s label will ensure a more thorough 
reporting system. 

Yet another concern I have heard is 
that this bill has a significant eco-
nomic impact that has not been stud-
ied appropriately. One estimate I have 
heard is that it could cost tens of mil-
lions of dollars a year to industry and 
consumers. 

I have to say that these estimates do 
not seem to be supported by other in-
dustry representatives who already are 
instituting reporting systems of their 
own. During the drafting of this bill, 
we worked very hard to keep require-
ments to the minimum that would be 
necessary for a complete and full re-
porting of serious adverse events. 

In addition, I have heard a sugges-
tions that a better alternative to this 
bill would be a 1–800 number that con-
sumers can use to contact FDA di-
rectly to report complaints. I discussed 
this idea with my colleagues and the 
FDA and found little support for this 
idea. What this could do is shift onto 
FDA the majority of reports about 
product problems. In other words, FDA 
fears that consumers would start 
phoning the agency, rather than the 
manufacturer, to report complaints for 
things like broken bottles or tablets, 
or to answer questions about usage. It 
is easy to see how this could end up re-
lieving manufacturers of some of their 
consumer-related responsibilities and 
shift that onto the FDA. 

Let me hasten to add that I under-
stand the motivation behind these con-
cerns. I will keep a close watch on this 
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new program as it is implemented, and 
pledge to reexamine it should problems 
of implementation arise. 

In closing, I want to thank my col-
leagues for the spirit of collaboration 
which led to development of this legis-
lation. In particular, I want to thank 
Senator DURBIN for his leadership on 
this issue. While we may not have al-
ways agreed on every provision, we did 
forge a bill on which we can agree. His 
top-notch staffer, now a distinguished 
professor, Krista Donahue, worked 
with us every step of the way. 

Senator HARKIN is a steadfast sup-
porter of the dietary supplement indus-
try, and his guidance undoubtedly 
made this bill a better product. We 
benefitted greatly from the counsel of 
his legislative director, Pam Smith, 
and before her, Peter Reinecke, his 
former chief of staff. Peter was instru-
mental in drafting DSHEA as well. 

Senator ENZI and Senator KENNEDY, 
both long-time experts in food and drug 
law, have both been most generous in 
their time and in moving the process 
forward. Chairman ENZI’s FDA expert, 
Amy Muhlberg, helped guide us 
through this process and was key in 
our success. Senator KENNEDY’s staffer, 
David Dorsey, once a top FDA, lawyer, 
was instrumental in the drafting and 
made countless invaluable suggestions. 

I will take this opportunity to thank 
my own staff—Patti DeLoatche, who 
always stood for common sense and 
reason during heated arguments, the 
elusive Bruce Artim, now a top staffer 
at Eli Lilley, and of course, Patricia 
Knight, who helped draft DSHEA with 
me as well. 

Finally, we couldn’t have done it 
without Liz King and Stacey Kern- 
Scheerer in Legislative Counsel, who 
patiently produced the 21 drafts lead-
ing to the bill today. 

I must also note the groups that also 
support the bill—the Consumer’s 
Union, the Center for Science in the 
Public Interest, the Consumer 
Healthcare Products Association, the 
Natural Products Association, the 
Council for Responsible Nutrition, the 
American Herbal Products Association, 
and finally and most importantly, the 
Utah Natural Products Association. 

That these groups, not often united— 
at least on this subject—can rally 
around our bill today is a testament to 
good policy, good politics, and a sur-
viving bipartisan spirit. 

It is my hope the Senate will give 
swift approval to this bipartisan meas-
ure and that the House will shortly 
thereafter do the same. 

Mr. DURBIN. Mr. President, today, 
the Senate adopted a bipartisan bill 
that provides the Food and Drug Ad-
ministration with the tools it needs to 
help monitor the safety of dietary sup-
plements. 

Dietary supplements are safely con-
sumed by millions of Americans every 
day. I myself take a multivitamin 
every morning. The vast majority of 
these supplements do not result in 
harm to the consumer. 

Unfortunately, this is not the case 
for all supplements. Some cause dan-
gerous health problems: increased 
blood pressure, heart attack, stroke, 
seizures and liver failure. Ephedra is 
the most well-known among these. 

Under the Dietary Supplement Heath 
and Education Act, DSHEA, which 
passed in 1994, supplement manufactur-
ers are not required to prove their 
products are safe or effective before 
they are marketed: supplements are as-
sumed safe until proven unsafe. 

The bill we passed today will help the 
FDA identify products that may be 
causing harm to consumers. 

In 2000, the FDA contracted with the 
Institute of Medicine at the National 
Academies of Science to develop a sci-
entific framework for the evaluation of 
dietary supplements under DSHEA. 

IOM’s proposals flowed from their 
first and essential recommendation to 
Congress: Make adverse event report-
ing mandatory. They asserted that 
‘‘adverse event reports have consider-
able strength as potential warning sig-
nals of problems requiring attention, 
making monitoring by the FDA worth-
while.’’ 

Unfortunately, under current law, re-
porting is voluntary and it is not work-
ing. The Office of the Inspector General 
at the Department of Health and 
Human Services, HHS, estimated in 
2001 that less than 1 percent of all ad-
verse events associated with dietary 
supplements are reported to the FDA. 

My own experience reinforces the 
need for a mandatory system of report-
ing. Metabolife told the FDA in Feb-
ruary of 1999 that, ‘‘Metabolife has 
never been made aware of any adverse 
health events by consumers of its prod-
ucts. Metabolife has never received a 
notice from a consumer that any seri-
ous adverse health event has occurred 
because of ingestion of Metabolife 356.’’ 

The Justice Department began inves-
tigating the truthfulness of that state-
ment and found that Metabolife was 
holding 16,500 adverse event reports, in-
cluding almost 2,000 significant car-
diac, neurological and psychiatric re-
ports. 

The Dietary Supplement and Non-
prescription Drug Consumer Protection 
Act will prevent this scenario from 
ever happening again. Manufacturers of 
over-the-counter drugs and dietary 
supplements will be required to send 
these reports to the FDA. 

I would like to thank Senators 
HATCH, HARKIN, ENZI and KENNEDY, 
who have worked with me for the last 
3 years on this important issue. 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the com-
mittee-reported amendment be agreed 
to, the bill, as amended, be read a third 
time and passed, the motion to recon-
sider be laid upon the table, and that 
any statements relating to the bill be 
printed in the RECORD. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

The committee amendment in the 
nature of a substitute was agreed to. 

The bill (S. 3546), as amended, was or-
dered to be engrossed for a third read-
ing, was read the third time, and 
passed. 

f 

PROVIDING FOR CERTAIN LANDS 
TO BE HELD IN TRUST FOR THE 
UTU UTU GWAITU PAIUTE TRIBE 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the Senate 
proceed to the immediate consider-
ation of Calendar No. 622, H.R. 854. 

The PRESIDING OFFICER. The 
clerk will report the bill by title. 

The legislative clerk read as follows: 
A bill (H.R. 854) to provide for certain 

lands to be held in trust for the Utu Utu 
Gwaitu Paiute Tribe. 

There being no objection, the Senate 
proceeded to consider the bill. 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the bill be 
read a third time and passed, the mo-
tion to reconsider be laid upon the 
table, and that any statements relating 
to the bill be printed in the RECORD. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

The bill (H.R. 854) was read the third 
time and passed. 

f 

WATER RESOURCES RESEARCH 
ACT AMENDMENTS OF 2006 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the Senate 
proceed to the immediate consider-
ation of Calendar No. 641, H.R. 4588. 

The PRESIDING OFFICER. The 
clerk will report the bill by title. 

The legislative clerk read as follows: 
A bill (H.R. 4588) to reauthorize grants for 

and require applied water supply research re-
garding the water resources research and 
technology institutes established under the 
Water Resources Research Act of 1984. 

There being no objection, the Senate 
proceeded to consider the bill. 

Mr. FRIST. Mr. President, I ask 
unanimous consent that the amend-
ment at the desk be agreed to, the bill, 
as amended, be read a third time and 
passed, the motion to reconsider be 
laid upon the table, and that any state-
ments relating to the bill be printed in 
the RECORD. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

The amendment (No. 5213) was agreed 
to, as follows: 

AMENDMENT NO. 5213 

(Purpose: To modify provisions relating to 
scope of research, other activities, and co-
operation and coordination) 

On page 2, strike line 6 and insert the fol-
lowing: 

‘‘(B) the exploration of new ideas that— 
‘‘(i) address water problems; or 
‘‘(ii) expand understanding of water and 

water-related phenomena; 
On page 3, line 24, strike ‘‘and’’. 
On page 4, strike lines 1 and 2 and insert 

the following: 
‘‘(C) advances in water infrastructure and 

water quality improvements; and 
‘‘(D) methods for identifying, and deter-

mining the effectiveness of, treatment tech-
nologies and efficiencies.’’. 
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